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November 25, 2003 

Annua! report of the Center for Veterinary Biologies - Laboratory (CVB-L) for the period of 
October 1 , 2002, through September 30, 2003. 

. 1- All facilities are located at the 1 800 Dayton Road location. 

2. Statement of reasoni for not using drugs in experiments involving pain and distress: 

’ The CVB-L’s main ftinction is the testing of veterinary biologicals for safety, efScacy, and 
purity, Drags to alleviate pain and distress produced by, the infectious disease agents are 
contraindicated as they suppress the immune system causing the disease to be rnore severe and 
run a longer course. Most cases axe also not allowed according to the requirements found in the 
9 CFR, Chapter 113. Making sick animals comfortable and disturbing them as little as possible 
provides better treatment to these animals and quicker recovery than occurs by administering 
pain reiieveTvS. Euthanasia or curative treatments are employed as soon as aliowed by the Aniinal 
Care and Use Committee approved animal use- procedure . 

3- .Exceptions to adherence to the standards and regulations under the Act: None 

4. Protocols involving unrelieved pain or distress were as follows; 

See following attachments for Facility 42-F~008' 



Colnrim E Explanation 


ThLs form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the liice, are 
not required as part of an explanation . A Column E explanation must be writien so as to be 
understood by a lay persons as well as scientists. 


1 . , Registration Number: 42-F-Q0Q8 . 

2, Number ___1 04__(34 in Cat. E) of animals in this study. 

3, Species (common name) Guinea Pigs of animals used in the study. 

4, Explain the procedure producing pain and/or distress. 

Cl 05 rrj.ditm chauvoei and C. haemoiyticum challenge te.stS " animal.S became ill from 
challenge with these organisms as required by 9 CFR 113. 


5. Provide scientific justification why pain and/or distress could not be rcEeved, State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113,. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (C.g., APHIS, 9 CFR 1 13.102); 

APHIS, B CFR 113.106 and 113.107 



Column E Explanation 


This form is intended as an aid to completing die Column E explanation It is not an official foim 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation . A Column E explanation must be written so as to.be 
understood by a lay persons as well as scientists. 


1. Registradoa Number: 42-F-OOOB 

2- Number 99_(I2 in Cat E) of animals in this study. 

3. Species (common name) Guinea Pigs of animals used m the study. 

4. Explain the procedure producing pain and/or distress. 

Pote nc y t esting o x r.Rtanu.q toxoids antitoxxns - animal getting insufficient 
protection &om the tetanus antitoxin become sick from tetanus toxin chtillcnge,. 


5- Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below)- 

Mandaiedby 9 CFR 113 

6 . What, if any, federal reguladons require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


APHIS, 9CFR 113,114 and 113,451 



Column E ExpIanatioD 


This form is intended as an aid to completing the Golnmn E explanation. It is not an official form 
and its use is voluntaiy. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation . A Column £ explanation must be written so as to be 
understood by a lay persons as well as scientists. 


1. Reiustration Number: 42-F-QQ08 

2. Number 3800_(950 in Cat, E) of animals in this study. 

3. Specie.s (common name) Ham.sters of animals used in the study. 

4. Expiain the procedure producing pain and/or distress. 

Evaluation of Leptospira Bactenns and maintenance of challenge cultures - 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress- relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandatedby9CFR 113 


6. What, if any, federal regulations require thus procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIvS, 9 CFR 1 1 3, 102); 

RPHIS, 9CFR 13. 3 .101, 113.1C2, 113.103, and 113.101 whach are all 
LeptQ.3pi.r osxs tests. 


